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Determination of Patent Term Adjustment under 35 U.S.C. 154 (b) 

(application filed on or after May 29, 2000) 

The Patent Term Adjustment to date is 107 day(s). If the issue fee is paid on the date that is three months after the 
mailing date of this notice and the patent issues on the Tuesday before the date that is 28 weeks (six and a half 
months) after the mailing date of this notice, the Patent Term Adjustment will be 107 day(s). 

If a Continued Prosecution Application (CPA) was filed in the above-identified application, the filing date that 
determines Patent Term Adjustment is the filing date of the most recent CPA. 

Applicant will be able to obtain more detailed information by accessing the Patent Application Information Retrieval 
(PAIR) WEB site (http://pair.uspto.gov). 

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office of 
Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee payments should be 
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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address— 

All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included 
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative 
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1 308. 

1 . This communication is responsive to 03/26/2009 . 

2. ^ The allowed claim(s) is/are 1-8 . 

3. £3 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a) □ All b) □ Some* c) □ None of the: 

1. □ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. £3 Copies of the certified copies of the priority documents have been received in this national stage application from the 

International Bureau (PCT Rule 17.2(a)). 
* Certified copies not received: . 

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements 
noted below. Failure to timely comply will result in ABANDONMENT of this application. 
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE. 

4. □ A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 

INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient. 

5. □ CORRECTED DRAWINGS ( as "replacement sheets") must be submitted. 

(a) O including changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-948) attached 

1 ) □ hereto or 2) □ to Paper No./Mail Date . 

(b) □ including changes required by the attached Examiner's Amendment / Comment or in the Office action of 

Paper No./Mail Date . 

Identifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the front (not the back) of 
each sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d). 

6. □ DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the 

attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL. 



Attachment(s) 

1. □ Notice of References Cited (PTO-892) 

2. Q Notice of Draftperson's Patent Drawing Review (PTO-948) 

3. □ Information Disclosure Statements (PTO/SB/08), 
_ Paper No./Mail Date 

4. □ Examiner's Comment Regarding Requirement for Deposit 

of Biological Material 



5. □ Notice of Informal Patent Application 

6. □ Interview Summary (PTO-413), 

Paper No./Mail Date . 

7. £3 Examiner's Amendment/Comment 

8. £3 Examiner's Statement of Reasons for Allowance 

9. ^ Other Drawings on 08/28/2006 are accepted . 
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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1 .114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1 .1 14. Applicant's submission filed on 
03/26/2009 has been entered. Upon entering the submission, claims 1-8 are currently 
pending in the instant application, and claims 6-8 remain withdrawn as non-elected 
subject matter. 

Response to RCE Submission 

Claim rejection under 35 l/.S-C, § 703a 

Applicants have amended claims 1-5 by further limiting "a composition" according 

to claim 1 to "a solid composition". In addition, Applicants argue that the previously 
cited the T30 patent by Suzuki and FDA Drug Application No. NDA #019437 merely 
disclose an oral or inject composition. Applicants' amendment and argument have been 
fully considered, and found persuasive. Furthermore, the instant Specification 
identifies the problem to be solved by the invention in paragraph [0004] and Fig. 1 of the 
Drawings. Due to the coexistence with a formulation additive under 
humidification/heating conditions in a solid state, a decomposition product is sometimes 
generated by a reaction as shown in FIG. 1: 



Application/Control Number: 10/590,976 
Art Unit: 1626 



Page 3 




x 



-h 2 o 
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Decomposed Product 



This 



decomposition pattern is specifically related to the instantly claimed composition 
according to claim 1 . In addition, as demonstrated in paragraphs [0044]-[0053], the 
claimed limitation of at least one type of electrolyte of halide salts according to claim 1 
plays a critical role in reducing decomposition of a compound of the formula (I) 
according to claim 1 . Such a criticality is not taught or suggested in either the T30 
patent nor the FDA Drug Application No. NDA #01 9437, or the combining teaching of 
the references. Based on STN search of a composition comprising a compound related 
to the formula (I), there is no prior art teaching of using electrolyte halide salts for 
stabilizing the claimed solid composition. Therefore, the rejection is hereby withdrawn. 

Claim rejection under Obviousness-type of Double Patenting 

The ODP rejection is also withdrawn based on the same analysis under 103(a) 

rejection. 



examination are expanded to the previously withdrawn non-elected subject matter 
under Groups (I) and (III). The product claims and method of use claims are rejoined. 



Status of the Claims 



Applicants' amendment overcomes the claim rejections. Search and 
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Because a claimed invention previously withdrawn from consideration under 37 CFR 
1 .142 has been rejoined, the restriction requirement among groups l-lll as set forth in 
the Office action mailed on 02/12/2008 is hereby withdrawn. In view of the withdrawal 
of the restriction requirement as to the rejoined inventions, applicant(s) are advised that 
if any claim presented in a continuation or divisional application is anticipated by, or 
includes all the limitations of, a claim that is allowable in the present application, such 
claim may be subject to provisional statutory and/or nonstatutory double patenting 
rejections over the claims of the instant application. Once the restriction requirement is 
withdrawn, the provisions of 35 U.S.C. 121 are no longer applicable. See In re Ziegler, 
443 F.2d 1 21 1 , 1 21 5, 1 70 USPQ 1 29, 1 31 -32 (CCPA 1 971 ). See also MPEP § 804.01 . 

Examiner's amendment 

An examiner's amendment to the record with the authorization by Applicants' 
representative John W. Bailey dated 06/16/2009 appears below. Should the changes 
and/or additions be unacceptable to applicant, an amendment may be filed as provided 
by 37 CFR 1.312. To ensure consideration of such an amendment, it MUST be 
submitted no later than the payment of the issue fee. 

The application has been amended as follows: 
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In claim 3, the second line from bottom , insert --and-- after 




In claim 6, line 8, delete "[" before "wherein R 1 and R 2 are the same as or 
different from each other.."; 

In claim 6, line 18, delete ".]" after "..R 5 , R 6 and R 7 represent hydrogen atoms or 
C1-4 alkyl groups". 



In claim 7, the second line from bottom , insert --and-- after 
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Reasons for Allowance 



The present inventions are drawn to a solid composition comprising a 



benzamidine derivative of the formula (I) 




Ar 



or a 



pharmacologically acceptable salt thereof; and at least one type of electrolyte selected 
from the group consisting of halide salts of alkaline mental or alkaline earth metal and 
alkaline metal salts or alkaline earth metal salts of perchloric acid, and a method for 
stabilizing a benzamidine derivative of the formula (I). 

The closest prior art of record is the T30 patent by Suzuki et al. 

TheV30 patent disclose a pharmaceutical composition comprising a compound 
of the formula (I). However, the T30 patent does not teach a solid composition further 
comprising an electrolyte of halide salts which is critical for reducing decomposition of 
the instantly claimed composition. 



Conclusions 



• Claims 1-8 are allowed. 
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Telephone Inquiry 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Yong Chu, Ph.D, whose telephone number is 571-272- 
5759. The examiner can normally be reached on 7:00 am - 3:30 pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph K. M-Kane can be reached on 571-272-0699. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Status Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Yong Chu/ 
Patent Examiner 
Art Unit 1626 



